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ASHORTENED STATUTORY PER,OD FOR REPLY H SET TO EXP.RE , MONTH(S) FROM 

■ si^KoCtTSCS^^ 

earned patent term adjustment. See 37 CFR 1704(b). 

Status 

Responsive to communication(s) filed on WM2L2QQ2- 

A ■ pimai 2fcrt53 This action is non-final. 

Disposition of Claims 

AM Claim(s) 7-33 is/are pending in the application. 

4a) Of the above claim(s) «-» 11 -13 and 17-33 is/are withdrawn from considerate. 

5) Q Claim(s) is/are allowed. 

6) |g| Claim(s) 1-* , MO. and 14-16 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) H Claim(s) m are subject to restriction and/or election requirement. 
Application Papers 

9) R| The specification is objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be he.d n abeyance. See 37 CFR 185(a). 
Applicant may noi m anDrave d b)U disapproved by the Examiner. 

1 1) D The proposed drawing corrects filed on is. a)U approved dju a«*»PP 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 „ c « « Q , , ,^ ftr m 

13H Acknow<edgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a H d) or (f). 

a)HAII b)D Some*c)D None of: 

1 H Certified copies of the priority documents have been received. 
2.H Certified copies of the priority documents have been received in Application No. 



a, □ The transition of the foreign language provisional application has been receded 
ism Acknowledgment is made of a claim for domestic prionty under 35 U.S.C. §§ 120 and/or 121. 
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1) ^ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) |2 information Disclosure Statement(s) (PTO-1449) Paper No(s) 7 . 



4) □ interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) 0 Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 12 



Application/Control Number: 09/801 , 115 
Art Unit: 1647 

DETAILED ACTION 
Election/Restrictions 
Applicant's election with traverse of Group A, claims 1-16, drawn to an isolated 
polynucleotide in Paper No. 1 1 (10 May 2002) is acknowledged. Additionally, Applicant's 
election with traverse of Group 1 (SEQ ID NO: 1; Restriction 2) and Group 5 (SEQ ID NO: 5; 
Restriction 3) is acknowledged. The traversal is on the ground(s) that the Examiner has not 
focused upon the two requirements of being independent and distinct. Applicant contends that 
Groups A-B might present distinct inventions, but each is not independent of the other. 
Applicant submits that Groups A-B relate to polynucleotides encoding the chemokine-like factor 
(CKLF) polypeptides and the produced CKLF polypeptides. Applicant states that it is apparent 
to one skilled in the art that the structures of the CKLF polypeptides of Group B directly depend 
on the polynucleotides of Group A. Applicant also contends that Groups 1-4 of Restriction 2 and 
Groups 5-8 of Restriction 3 are not independent of one another. Applicant indicates that the 
polypeptides have a similarity of structure and community of properties of chemokine-like 
factors with chemotactic and hematopoietic stimulating activities, and the polynucleotides 
encodes these similar and related proteins. Applicant asserts that the specification discloses that 
SEQ ID NOs: 2, 4, 6, and 8 share partial common sequence. Applicant states that the CKLF2, 
CKLF3, and CKL4 polypeptides are probably allelic gene variants of the CKLF1 polypeptide. 
Applicant argues that the Markush grouping of the compounds is proper because the substances 
grouped have a community of chemical and physical characteristics. 

This is not found persuasive. As discussed in the previous Office Action (Paper No. 8, 
10 April 2002), Groups A and B are independent and distinct from one another. The products of 
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Groups A and B are distinct both physically and functionally, and are not required one for the 
other. For example, the polynucleotide of Group A can be used other than to make the 
polypeptide of Group B, such as in gene therapy or as a probe in nucleic acid hybridization 
assays. The polypeptide of Group B can be prepared by processes which are materially different 
from recombinant polynucleotide expression of Group A, such as by chemical synthesis, or by 
isolation and purification from natural resources. Each polynucleotide sequence comprising 
Groups 1-4 and each amino acid sequence comprising Groups 5-8 is a unique sequence requiring 
a unique search of the prior art. Each polynucleotide listed in Groups 1-4 is a different length 
and is composed of different nucleic acids, indicating that each encodes a different polypeptide. 
Further, each polypeptide listed in Groups 5-8 is a different length and is composed of different 
amino acids, indicating that each is a different polypeptide with diverse functional features. 
Searching all of the sequences in a single patent application would provide an undue search 
burden on the Examiner and the USPTO's resources because of the non-coextensive nature of 
these searches. Therefore, the Examiner has deemed the polynucleotides and polypeptides of 
Groups A and B independent inventions, each from one another. The Examiner has also deemed 
the polynucleotide sequences of Groups 1-4 independent from one another and the polypeptide 
sequences of Groups 5-8 independent from one another. 

The requirement is still deemed proper and is therefore made FINAL. 
Claims 6-8, 1 1-13, and 17-33 withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected groups, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in Paper No. 1 1 (10 May 
2002). 
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Claims 1-5, 9-10, and 14-16 are under consideration in the instant application. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Sequence Compliance 

, This application contains sequence disciosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences se, forth in 37 CFR 1*1(00) and (a)(2). However, 
this application fails * comply withthe requirements of 37 CFR 1.821 through 1.825. 
Specif.*, sequences i. the specification are no, accompanied by their rdevant sequence 
identifiers (see Pg 23, .ines 13-14; Pg 24, lines 32-33; pg 25, iine 28). Applicant must comply 
withthe requirements of the sequence rules (37 CFR 1.821 - 1.825). 

Information Disclosure Statement 
2. The information disdosure statement filed 02 July 2001 (Paper No. 7) fails to comply 
with 37 CFR 1 .98(a)(2), which requires a legible copy of each publication or ma, portion which 
caused it to be listed; and ail outer information or mat portion which caused it to be Hsted. It has 
been placed in the application file, but the information referred to therein has no, been 
considered. 

3. The information disclosure statement filed 02 July 2001 (Paper No. 7) fails to comply 
with 37 CFR 1.98(a)(3) because it does no. include a concise explanation of the relevance, as i, 
is presentiy understood by the individual designated in 37 CFR 1.56(c) most knowledgeable 
about the content of the information, of each paten, listed mat is no, in the English language (see 
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to therein has not been considered. 

Drawings 

4 The drawings are objected to because the lines on the graphs in Figures 5A-5C and 5H-5I 
cannot he distinguished from one another. A proposed drawing correction or corrected drawings 
are required in reply to the Off.ce action to avoid abandonment of the app.ica.ion. The objectton 

to the drawings will not be held in abeyance. 

Specification 

5. The disclosure is objected to because of the following informalities: 

(5a.) Tb. disclosure is objected to because it contains an embedded hyperlink and/or other 

•form of browser-executable code (see pg 22, Hnes 27 and 34; pg 23, line ,). Applicant is required 

„ derete the embedded hyperlink and/or other form of browser-executable code. See MPEP t 

608.01. 

(5b.) Thetitleoftheinventionisnotdescriptive. A new title is required that is clearly 

indicative of the invention to which the claims are directed. 

• -i ■ aotAfi- "NT Id EIC ACID MOLECULE ENCODING 
The following title is suggested. N UCLbic k^iu 

CHEMOKINE-LIKE FACTOR 1 (CKLF1)". 

Appropriate correction is required. 

Claim Objections 
6. Claim 1 is objected to because of the following informalities: 

Claim 1 recites non-elected groups. 

Appropriate correction is required. 
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35 USC §112, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

^specification M -.^^-^SSi^ 

contemplated by the inventor of carrying out his invention. 
7. Claims 1-5, 9-10, and 14-16 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for .(i) an isolated polynucleotide comprising a 
polynucleotide encoding the polypeptide as set forth in SEQ ID NO: 2, (ii) a polynucleotide 
encoding a mature polypeptide having the amino acid sequence expressed by the cDNA 
contained in CGMCC Deposit No. 0392, (iii) an isolated polynucleotide having the sequence as 
set forth in SEQ ID NO: 1, and (iv) a polynucleotide capable of hybridizing to the polynucleotide 
of (i) or (ii), does not reasonably provide enablement for an isolated polynucleotide comprising a 
naturally occurring variant of the polynucleotide of (i) or (ii) or for an isolated polynucleotide 
which is at least 85% identical to the polynucleotide of (i) or (ii). The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

Claims 1-5, 9-10, and 14-16 recite an isolated polynucleotide comprising (a) a 
polynucleotide encoding the polypeptide as set forth in SEQ ID NO: 2, (b) a polynucleotide 
encoding a mature polypeptide having the amino acid sequence expressed by the cDNA 
contained in CGMCC Deposit No. 0392, (f) a naturally occurring variant of the polynucleotide 
of (a) or (b), (g) a polynucleotide capable of hybridizing to the polynucleotide of (a) or (b), and 
(h) a polynucleotide which is at least 85% identical to the polynucleotide of (a) or (b). The 
claims also recite that the polynucleotide is cDNA, RNA, and genomic DNA. The claims are 
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tooted to a vector containing cDNA, a host cell, and a method of producing a chemokine-like 
factor polypeptide. 

The specification teaches that fragments of the Ml length chemokine-like factor (CKLF) 
gene may be used as a hybridation probe for a cDNA library to isolate the fiul leng* CKLF 
gene and to isolate other genes which have a high similarity to Ore gene or similar biological 
activity (pg 8, lines 19-29). The specification also discloses that the terms "fragment", 
"derivative", and "analog" when referring to the polypeptide of CKLF 1 means a polypeptide 
which retains essentially the same biological function or activity as such polypeptides (pg 10, 
Unes 24-29). * fragment, derivative, or analog of the polypeptide of CKLF or that encoded by 
tire deposited DNA may be one in which one or more amino acids residues are substituted with a 
conserved or non-conserved amino acid residue, one in which one or more amino acid residues 

compound, one in which the additional amino acids are fused to the mature polypeptide, and 
splice variants of the mature polypeptide which are lacking certain amino acid residues (pg 10, 
lines 32-37; pg 11, Unesl-9). However, the specification does not teach variants of the 
polynucleotide (SEQ ID NO: 1) of me instant application. The specification also does not 
disclose methods or examples to enable one skilled in the art to obtain a "naturally occurring" 
polynucleotide that encodes the polypeptide of SEQ ID NO: 2, or any variants of SEQ ID NO: 1, 

particularly from other besides human. 

The problem of predicting protein and DNA structure from sequence data and in turn 
utilizing predicted structural determinations to ascertain functional aspects of the protein and 
DNA is extremely complex. While it is know, that many amino acid substitutions are generally 
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in to science are critical ,o the protein's structure/function relationship, e.g. such as vanous 
sites or regions directly involved in binding, activity and in providing the correct three- 

sponsor no s^^ 

me P ro teinFo,din g Pro b le m andTer.iaryStruc te ePredic«ion,pp. 492-495). However, 

active or binding site were identified in the specification, they may no, be sufficient, as the 
ordinary arUsan would immediately recognize that an active or binding site must assume Ore 
proper ^-dimensional configuration to be active, which conformation is dependent upon 
s^nndir.residues, therefore subsntutionof non-essential residues can often destroy act*. 

Research 10:398-400; Stott* e, al., 2000, Trends in Biotech. ,8(,):34-39, especially p. 36 at 
B„x2;Doer k se,al., 1,98, Trends in Genetics ,4:248-250; Smith et al., 1997,Nature 
Biotechnology 15 :,222-1223; Brenner, ,999, Trends in Genetics ,5:132-133; Borketal., .996, 

Trends in Genetics 12:425-427). 
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inMC P- 1 aCCc h e m o to , by *eco n espo„d i » grc s i due sta IL.8,Leu m aVal, 1 owe r s t he 
(Baggiolinietal. AnnuRev—15,675-705, 1 997;p g 6E9,,4). Furthermore, the 

^-^-«*^■^ rfM --- I -- il,,^ - ,l,,, ' ,- " 

isreq ^ f or M1 ao.ivi,. The— ■.ore^tionof.reNH^seouenceof MCP- 

1 leads to loss of activity (pg 689, V)- 

«^..*-^-p^~- ta ^ - • , ** ,,,,,,, '* 

^variant.U.e.ac.ofd— id anee ^ , Ute specification resar^ whrch 
occurring variant" and "85% identical" language in claim 1(f) and 1(h).) 
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8. Cairn, 1-5, 9-.0, a*d 14-16 are rejected under 35 U.S.C. 1 12, firs, paragraph, as 
containing subject matter which was no. described in the specification in such a way as to 
reasonably convey to one skilled in Are relevant art that the inventors), at the time the 
application was filed, had possession of the claimed invention. 

Claims 1-5, 9-10, and 14-16 recite an isolated polynucleotide comprising (a) a 
polynudeotide encoding the polypeptide as set for* in SEQ ID NO: 2, (b) a polynucleotide 
encoding a mature polypeptide having the amino acid sequence expressed by tire cDNA 
contained in CGMCC Deposit No. 0392, (f) a natural!, occurring variant of the polynucleotide 
of (a) or (b), (g) apo.ynucleo.ide capaMe of hybridizing to the polynucleotide of (a) or (b), and 
(h) a polynucleotide which is at least 85% identical to the polynucleotide of (a) or (b). 

The specification teaches a human chcmokine-like factor polynucleotide (SEQ ID NO: 1) 
and a pdypeptide encoded by the nucleotides of SEQ ID NO: 1 . However, the specification 
does no. teach functional or structural characteristics of me all claimed polynucleotides in the 
context of a ce.1 or organism. The description of one chemokine-like polynucleotide species 
(SEQ ID NO: 1) and one polypeptide species (SEQ ID NO: 2) is no. adequate written description 
of an entire genus of fictionally equivalent poiynucleotides and polypeptides which incorporate 
a,, variants and fragments and with a, !eas. 85% sequence identity to the chemokine-tike factor 
polynucleotide consisting of SEQ ID NO: 1 and tire chemokine-like factor polypeptide encoded 
by SEQ ID NO: 1. 

Vas-Ca,h Inc. v. Mahurkar, ! 9USPQ2d 1111, clearly states that "applicant must convey 
with reasonable Canty to those skilled in the art that, as of the filing date sought, he or she was 
in possession of, He /— . The invention is, for purposes of the -written description' inquiry, 
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whalev er * no. **~r (See page 11 1 7). The specification does no, -clearly al,ow persons of 
ordinary skill in the art to recognize that [he or she) invented what is Caimed" (See Vas-Cain a. 

page 1116). 

With the exception of the sequences referred to above, the skilled artisan cannot envision 
the detailed chemica. structure of the encompassed polynucleotides, and therefore conception is 
no. achieved until reduction .o practice has occurred, regardless of the complexity or simplicity 
of the method of isolation. Adequate written description requires more than a mere statement 
mat i, is par, of the invention and reference to a potential memod of isoiating it. The nucleic acid 
i«se.f is required. See Fieri , Revel, 25 USPQ2d 1601 a, .606 (CAFC 1993) Men Inc. , 
Chugai Pharmaceutical Co. Ltd, 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes , Baird, 30 USPQ2d 1481 
a, 1483. In Fiddes, claims directed to mammalian FGFs were found to be unpatentable due to 
tack of written description for that broad etas, The specification provided only the bovine 
sequence. 

Therefore, only, an isolated polynucleotide comprising a polynucleotide encoding the 
polypeptide as set forth in SEQ ID NO. 2, a polynucleotide having the sequence as set forth in 
SEQ ID NO: 1, and a polynucleotide encoding a mature polypeptide having the amino acid 
sequence expressed by the cDNA contained in COMCC Deposit No. 0392, and a polynucleotide 
capable of hybridizing to a polynucleotide a. wash conditions of 125mM sodium phosphate (pH 
7.2), 0.05 mM EDTA, and 2.5% SDS a. 65°C, bu, not the full breadth of tire claim meets me 
written descriptionprovision of 35 U.S.C. §112, first paragraph. Applicant is reminded mat ^ 
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G* ma.es clear fta. fte written description provision of 35 U.S.C. §1.2 is severable from its 
enablement provision (see page 1115). 

9. Claims 1-5, 940, and .4-16 are rejected under 35 U.S.C. § 112, firs, paragraph, as 
containing subject matter which was not described in the specification in such 
reasonably convey to one skil.ed in the relevant art that the inven,or(s), a, the time the 
application was filed, had possession of fte claimed invention. The invention appears to emp,oy 
novei nucleic acid molecules. Since the nucleic acid molecules are essential to the claimed 
invention they must be obtainable by a repeatable method se, form in the specification or 
otherwise readily available to the public. If the nucleic acid molecules are not so obtainable or 
available, the requirements of 35 U.S.C. S 112 may be satisfied by a deposit of the nucleic acid 
molecules. The specification does no. disclose a repeatable process to obtain the nucleic acid 
m „,ecu.es and i. is no, apparent if ft. nucleic acid molecuies are readily available to the public. 
,t is noted fta. Applicant has deposited fte nucleic acid molecules (p. 9, lines 23-31 of the 
specification), but there is no indication in the specification as to public availability. If fte 
deposit is made under fte Budapest Treaty, then ■ affidavit or declaration by Applicant, or a 
statement by an attorney of record over his or her signature and relation number, siting that 
fte specific nucleic acid mo.ecu.es have been deposited under fte Budapest Treaty and that the 
nucleic acid molecu.es will be irrevocably and without restriction or condition released to the 
public upon the issuance of a oaten,, would satisfy the deposit requirement made herein. If fte 
deposit has r*, been made under fte Budapest Treaty, men in order to certify mat the deposit 
meets fte criteria se. forth in 37 C.F.R. §§ 1.801-1.809, Applied may provide assurance of 
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eomptiancebyanafSdavi, or declaration, or by a statement 
her signature and registration number, showing that: 

Commissioner upon request, 

(„) all restrictions upon availability to the public will be irrevocably 
removed upon granting of the patent; 

patent, whichever is longer; 

(d) a test of the viability of the biological maKr ial a, the time of deposit 
( ' will be made (see 37 C.F.R. § 1 .807); and 

(e) the deposit will be replaced if it should ever become inviable. 

Applicant, attention is dieted to M.P.E.P. §2400 in general, and specifically to § 24,1.05, as 

- ^.*»*<.a.*^-"-^ -fc *' ,,,,W " 

» avoid the entry of new matter into the specification by adding any other informal 

Claim Rejections - 35 USC § 103 

* Af^USC 103(a} which forms the basis for all 
The following is aquotation of 35 U.b.C. liww w 

obviousness rejections set forth in this Office action: 

section 102 of this title, if the differences between ^^^^ ^ the inven tion was made to a person 
manner in which the invention was made. 
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10 . Claims .-4, 9-10, and 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over NCI-CGAP (Genbank Accession No. AI078580) in view of Hillier et al. (Genbank 
Accession No. AA455042) and Sibson et al. (WO 94/01548). 

NCI/CGAP teaches a nucleic acid sequence that is capable of hybridizing to the 
polynucleotide that encodes the polypeptide as set forth in SEQ ID NO: 2 of the instant 
application (See sequence alignment attached to mis Office Action as Appendix A; see 

nucleotides 1-452 of NCI-CGAP; see also nucleotides 59-510 of the instant application). It is 

noted to Applicant that since all DNA will hybridize under conditions of tow or no stringency, 

claim 1(g) reads on every DNA molecule known in the art. 

NCI-CGAP does not teach a polynucleotide that encodes the polypeptide as set forth in 

SEQ ID NO: 2. NCI-CGAP also does not teach expression vectors, host cells, or a method of 

producing a polypeptide. 

Hillier et al. teaches a polynucleotide that encodes the polypeptide as set forth in SEQ ID 
NO: 2 of me instant application (See sequence alignment attached to this Office Action as 
Appendix * see nucleotides 60-356 of Hillier et al. and amino acids 1-99 of SEQ ID NO: 2 of 

the instant application.) 

HilUer et al. does not disclose expression vectors, host cells or a method of producing a 

polypeptide. 

Sibson et al. discloses mat it is generally useful to place a desired cDNA sequence into an 
expression vector, host cell, and express the encoded protein (see pages 8-13). 

,» would have been obvious to the person of ordinary skill in the art a. the time the 
invention was made to use NCI-CGAP's and Hillier et al's cDNA and the expression vector, 
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h „s, cell, and method of expressing and then Mating the encoded polypeptide as taught by 
Sihson e, al. in view of Sibson, suggestion that i, would be desirable to do so, as cited above. 
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Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bridget E. Bunner whose telephone number is (703) 305-7148. 
The examiner can normally be reached on 8:00-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (703) 308-4623. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



BEB 

Art Unit 1647 
July 22, 2002 





